Efficacy and safety of long-term baricitinib with and without methotrexate for the treatment of rheumatoid arthritis: experience with baricitinib monotherapy continuation or after switching from methotrexate monotherapy or baricitinib plus methotrexate.
To evaluate the long-term efficacy and safety of maintaining baricitinib monotherapy in patients with active rheumatoid arthritis (RA) originally treated with baricitinib monotherapy or switched from methotrexate (MTX) or the combination of baricitinib plus MTX to baricitinib monotherapy. This is a post hoc analysis of patients from RA-BEGIN who entered a long-term extension, RA-BEYOND, and were assessed up to 24 weeks. In RA-BEGIN, MTX-naïve patients with early active RA were randomized to MTX monotherapy, baricitinib 4-mg monotherapy, or baricitinib 4-mg plus MTX. At Week 52, all patients entering RA-BEYOND received baricitinib 4-mg monotherapy. MTX could be prescribed during RA-BEYOND at the investigator's discretion. Patients in RA-BEYOND not rescued in RA-BEGIN (n=423) were evaluated. Of these, 47% continued baricitinib monotherapy and 53% added MTX, with similar proportions from the three original arms. Patients with lower disease activity at RA-BEYOND baseline generally continued to do well with baricitinib monotherapy as assessed by Simplified Disease Activity Index, Clinical Disease Activity Index, and Health Assessment Questionnaire-Disability Index scores. Patients prescribed MTX had higher disease activity at RA-BEYOND baseline and had improved disease activity after the addition of MTX. Safety outcomes were similar across treatment groups. Many patients responded well to continued baricitinib monotherapy or to switching to baricitinib monotherapy from MTX monotherapy or baricitinib plus MTX, showing sustained or improved disease control. The groups of patients who had less disease control on their original therapies showed sustained or improved disease control with the addition of MTX to baricitinib. This article is protected by copyright. All rights reserved.